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DETAILED ACTION 

Receipt of RCE dated 8-2-06 is acknowledged. 

Claims 1-5 and 8-13 are present in the instant application. 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 8-2-02 
has been entered. 
The following is a new reiection : 

Double Patenting 

Claims 1, 4-5. 8 and 10-13 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-14 of U.S. 
Patent No. 6,814,978 C978) in view of US 6,270,790 (790). 

'978 claim a tablet composition comprising dextrose monohydrate, a 
pharmaceutically active ingredient and crospovidone. The dependent claims of '978 
include the same active excipients claimed I the instant invention. Patented claims do 
not require fat and also lacks non-saccharide water-soluble polymers. Crospovidone of 
the patented claims is a cross-linked polyvinylpyrrolidone that is not water-soluble. The 
patented composition does not contain sucralose of instant claims. 
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790 teach chewable tablet compositions comprising an active ingredient, a 
compressible carbohydrate, sweetener, flavor and other customary ingredients (table in 
col. 5). Among the sweeteners, 790 teach sucralose (col. 5, lines 13-21). Thus, it would 
have been obvious for one of an ordinary skill in the art at the time of the instant 
invention to include sweeteners such as sucralose in the chewable tablet compositions 
of *978 because 790 teach the above sweeteners as customary additives imparting 
taste to the tablets. Accordingly, a skilled artisan would have included an optimum 
amount of sucralose depending on the desired sweetness of the tablet. 

Claim Rejections - 35 USC § 103 

Claims 1-5 and 8-13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 6,270,790 (790) to Robinson et al in view of US 4,684,534 to Valentine. 

790 teach a compressed, chewable tablet preparation comprising at least one 
active ingredient, a carbohydrate and binder (abstract). The active ingredients of 790 
include acetaminophen (col. 2, L 54-47). Among the water disintegrable and 
compressible carbohydrate, 790 teach dextrose (col. 2 and examples) and the binders 
include microcrystalline cellulose, polyvinyl pyrrolidone etc., all of which are claimed in 
the instant application (col. 2 and examples). The examples of 790 do not include fat 
and therefore, meet the claimed limitations. 790 further teach addition of a sweetener 
such as sucralose, aspartame etc., to the composition (col. 5, L 13-22). The examples 
of 790 include aspartame. However, the reference clearly teaches that the sweetener 
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can be chosen from among sucralose, aspartame, saccharin etc., and accordingly 
substituting one sweetener for the other and in an appropriate amount in the absence of 
any unexpected result would have been within the scope of a skilled artisan. While 
instant claim 1 1 recites, "substantially free of microcrystalline cellulose", instant claim 12 
requires the same compound. Accordingly, it appears that the presence or the absence 
of the above compound is not critical to the instant composition. 

790 differ from the instant claims in the absence of dextrose monohydrate and 
instead teach dextrose. 

Valentine teaches a chewable tablet composition comprising active agents such 
as antacids, analgesics etc., and excipient base materials such as carbohydrate based 
agglomerate materials including dextrose, dextrose monohydrate, fructose, sucrose 
etc., which are held together by small quantities of binding materials such as 
maltodextrin (col. 2-3). The carbohydrate agglomerates are in the size range of 20 to 
100 microns (col. 9, lines 20-42). Valentine teaches at least 25% by weight of the 
carbohydrate agglomerate and in particular, claim 3 recites 90% to 99% by weight for a 
quick melting tablet. Thus, it would have been obvious for one of an ordinary skill in the 
art at the time of the instant invention was made that the particulate agglomerated 
carbohydrates such as dextrose or dextrose monohydrate are equally effective for 
compressibility. A skilled artisan would have employed particulate dextrose or dextrose 
monohydrate in the tablet composition 790 because Valentine suggests that the 
carbohydrates enable the tablets to be highly compressible and also the tablets readily 
dissolve in minimal amounts of water in the mouth thus quickly liquefying of the active 
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agent. With respect to the ratio of dextrose monohydrate and sucralose, one of an 
ordinary skill in the art would have optimized the amounts or ratios of components of the 
chewable tablets depending on the sweetness of the tablet desired. 



Claims 1, 3-5 and 8-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,667,050 to Boissonneault et al ('050) in view of US 4,684,534 
to Valentine. 

'050 teach a chewable tablet composition comprising an active ingredient and 
carriers such as dextrose, microcrystalline cellulose, polyvinylpyrrolidone etc (all of 
which are claimed in the instant) and sucralose (examples). The examples of '050 
contain sucralose as a sweetener. '050 teach the same binders and disintegrants that 
are also claimed in the instant invention but fail to teach dextrose monohydrate. 

Valentine teaches a chewable tablet composition comprising excipient base 
materials such as carbohydrate based agglomerate materials including dextrose, 
dextrose monohydrate, fmctose, sucrose etc., which are held together by small 
quantities of binding materials such as maltodextrin (col. 2-3). The carbohydrate 
agglomerates are in the size range of 20 to 100 microns (col. 9, lines 20-42). Valentine 
teaches at least 25% by weight of the carbohydrate agglomerate and in particular, claim 
3 recites 90% to 99% by weight for a quick melting tablet. Thus, it would have been 
obvious for one of an ordinary skill in the art at the time of the instant invention was 
made that the particulate agglomerated carbohydrates such as dextrose or dextrose 
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monohydrate are equally effective for compressibility. A skilled artisan would have 
employed particulate dextrose or dextrose monohydrate in the tablet composition '050 
because Valentine suggests that the carbohydrates enable the tablets to be highly 
compressible and also the tablets readily dissolve in minimal amounts of water in the 
mouth thus quickly liquefying of the active agent. With respect to the ratio of dextrose 
monohydrate and sucralose. one of an ordinary skill in the art would have optimized the 
amounts or ratios of components of the chewable tablets depending on the sweetness 
of the tablet desired. 

Response to Arguments 

Applicant's arguments with respect to claims 1-5 and 8-13 have been considered 
but are moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 
571-272-0591 . The examiner can normally be reached on 9.00 AM -6.30 PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner*s 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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